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SonoScape Company LTD SS1-8000 Mobile Digital Color Doppler Ultrasound System

Tab 21 PREMARKET NOTIFICATION 510(K) SUMMARY

This summary of 510(k) safety and effectiveness information is being submitted in

accordance with the requirements of SMDA 1990 and 21 CFR §807.92.

Manufacturer:

SonoScape Company Limited

Address: 4/F., Yizhe Building, Yuquan Road,Nanshan, Shenzhen 518051,

P.R.China

Tel: (86) 755-26722890

Fax; (86) 755-26722850

Contact Person: Zhiqiang Chen

Name of the device:

*Trade/Proprietary Name:

SSI-8000 Mobile Digital Color Doppler Ultrasound System
" Common Name: Diagnostic Ultrasound System and Transducers

" Classification:

Regulatory Class: 11

Review Category: Tier IT

21 CFR 892.1550 Ultrasonic Pulsed Doppler Imaging System (90-IYN)
21 CFR 892.1560 Ultrasonic Pulsed Echo Imaging System (90-IYO)

21 CFR 892.1570 Diagnostic Ultrasound Transducer (90-ITX)

Legally Marketed Predicate Device:

Mindray DC-7 Diagnostic Ultrasound System and Transducers - K092691

SonoScape SSI-5000 Diagnostic Ultrasound System and Transducer -K052042

SonoScape S8 Diagnostic Ultrasound System and Transducer -K<092922
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SonoScape Company LTD SSI-8000 Mobile Digital Color Doppler Ultrasound System

Device Description:

The SonoScape SS1-8000 ultrasound system is an integrated preprogrammed

color ultrasound imaging system, capable of producing high detail resolution

intended for clinical diagnostic imaging applications.

The all digital architecture with progressive dynamic receive focusing allows the

system to maximize the utility of all imaging transducers to enhance the diagnostic

utility and confidence provided by the system. The exam dependent default setting

allows the user to have minimum adjustment for imaging the patient,, while the

in-depth soft-menu control allows the advanced user to set the system for different

situations. The architecture allows cost-effective system integration to a variety of

upgrade-able options and features.

This SonoScape system is a general purpose, software controlled, diagnostic

ultrasound system. Its basic function is to acquire ultrasound data and display the

image-in-B-Mode (including Tissue Harmonic Image), M-Mode, TDI, Color-Flow

Doppler, Pulsed Doppler and Power Doppler, or a combination of these modes,

3D14D.

Intended Use:

The device device is a general-purpose ultrasonic imaging instrument intended for

use by a qualified physician for evaluation of Fetal, Abdominal, Pediatric, Small

Organ (breast, testes, thyroid), Cephalic(neonatal and adult), Trans-rectal,

Trans-vaginal, Trans-esoph (Cardiac), Peripheral Vascular, Musculo-skeletal

(Conventional and Superficial), Cardiac (neonatal and adult), Urology and

OB/Gyn.
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SonoScape Company LTD SSI-8000 Mobile Digital Color Doppler Ultrasound System

Safety Considerations:

The SSI-8000 Diagnostic Ultrasound System with added transducer incorporates

the same fundamental technology as the predicate device. The device has been

tested as Track 3 Device per the FDA Guidance document "Information for

Manufacturers Seeking Marketing Clearance of Diagnostic Ultrasound Systems

and Transducers" issued September 9, 2008. The acoustic output is measured

and calculated per NEMA UD 2: 2004 Acoustic Output Measurement Standard for

Diagnostic Ultrasound Equipment and NEMA U03: 2004 Standards for Real-time

Display of Thermal and Mechanical Acoustic Output Indices on Diagnostic

Ultrasound Equipment. The device conforms to applicable medical device safety

standards, such as IEC 60601-1, IEC 60601 -1 -1, IEC 60601-1-2, lEO 60601-2-37,

ISO 10993-5 and ISO 10993-1 0.

Conclusion:

The conclusions drawn from testing of the SSI-8000 Diagnostic Ultrasound

System with added transducer demonstrate that the device is as safe and effective

as the legally marketed predicate devices.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993

SONOSCAPE COMPANY LIMITED
% Ms. Min Yac
Official Correspondent
SonoScape America MIAB 4.2
3025 1 Cedarbrook Road
HAYWARD CA 94544

Re: K102642
Trade/Device Name: SSI-8000 Mobil Digital Color Doppler Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: I1
Product Code: LYN, IYO, and ITX
Dated: February 14, 2011
Received: February 16, 2011

Dear Ms. Yao:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to
the general controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice, labeling,
and prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for
use with the SSI-8000 Mobil Digital Color Doppler Ultrasound System, as described in your
premarket notification:

Transducer Model Number

2P1 Phased Array VC6-2 Curved Array
5P 1 Phased Array L743 Linear Array

6V1I Micro-curved Array L741 Linear Array
6V3 Micro-curved Array L742 Linear Array

C61 1 Micro-curved Array MPTEE Multi-plane Array
C362 Curved Array MPTEE mini Milti-plIane Array
C344 Curved Array



If your device is classified (see above) into either class 11 (Special Controls) or class III (PMA),
it may be subject to such additional controls. Existing major regulations affecting your device
can be found in the Code of Federal Regulations, Title 21, Parts 800 to 895. In addition, FDA
may publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus permits your device to
proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda.gov/AboutFDA/CentersOffices/CDRH/CDRHOffices/ucin 15809.htm for
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (2 1 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www .fda.g~ov/MedicalDevices/Safety/ReportaProblem/default.htin for the CDRH' s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

If you have any questions regarding the content of this letter, please contact Shahramn Vaezy at
(301) 79.6-6898.

Sincerely Yours,

542
Mary Pas el, ScD.
Director
Division of Radiological Devices
Office of In Vitro Diagnostic Device

Evaluation and Safety
Center for Devices and Radiological Health
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SonoScape Company LTD SSI-8000 Mobile Digital Color Doppler Ultrasound System

Tab 3 Indications For Use

51 0(k) Number (if known):

Device Name: SSI-8000 Mobil Digital Color Doppler Ultrasound System

Indications for Use: The SonoScape SSI-8000 device is a general-purpose ultrasonic imaging
instrument intended for use by a qualified physician for evaluation of
Fetal, Abdominal, Pediatric, Small Organ (breast, testes, thyroid),
Cephalic (neonatal and adult), Trans-rectal, Trans-vaginal, Trans-
esoph (Cardiac), Peripheral Vascular, Musculo-skeletal (Conventional
and Superficial), Cardiac (neonatal and adult), Urology and OB/Gyn.

Prescription Use _X AND/OR Over-The-Counter Use ___

(Part 21 CFR 80 1 SubpartD) (21 CER 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

(0 Sion Sign-Of
Division of RdciI Deis

office of in Vito Diagnostic Device Evaluation and safety

Indications For Use ,Igc-e23-1



SonoScape Company LTD SSI-8000 Mobile Digital Color Doppler Ultrasound System

Diagnostic Ultrasound Indications for Use Form

System: Sanoscape SSI-8000
Diagnostic Ultrasound Pulsed Echo System
Diagnostic Ultrasound Pulsed Doppler Imaging System

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application ___ __ Mode of Operation
General Specific Color Power Other* Other*

(TRACK 1 (TRACKS 1 & 3) B M PWD CWD Doppler (Amplitude) Combined Specify
ONLY) ____ _ Doppler _ ___

Ophthalmic Ophthalmic __ ________

Fetal Fetal N N N N N Note 1 Notes 2,4,5
Imaging& ______

Other Abdominal N N N N N Note 1 Notes 2,4,5
Intra-operative Specify _______

Intra-operative Neuro
Laparoso ic
Pediatic N N N N N Note 1 Notes 2,4
Small Organ (specify) N N N N N Note 1 Notes 2,4,6
Neonatal Cephalic N N N N N N Note 1 Notes 2,3,4
Adult Cephalic N N N N N N Note 1 Notes 2,3,4
Trans-rectal N N N ____ N N Note 1 Notes 2,4
Trans-vaginal N N N N N Note 1 Notes 2,4
Trans-urethral
Trans-esoph.(non-Card)
Musculo-skeletal N N N N N f- Note 1 Notes 2A4
(Conventional)
Musculo-skeletal N N N N N Note 1 Notes 2,4
(Superficial) ____________

Intravascular
Other (Ob/GYN) NN N N N Note 1 Notes 245
Other (Urology) N N N N IN Note 1 Notes 2, 4

Cardiac Cardiac Adult N N N N N N Note 1 Notes 2,3,4
Cardiac Pediatric N IN N N N N Note 1 Notes 2,3,4
I ntrava scular(Ca raiac) _______

Trans-esoph.(Cardiac) N N N N N N Note 1 Notes 2,3,4
Intra-cardiac
Other (specify) _____

Peripheral erperlvessel N N IN IN I N I Note 1 1Notes 2,4
Vessel Oteseiy) I_____ _ I__III__d

N = new indication; P = previously cleared by FDA; E = added under this appendix
Note 1: Other Combined includes: HIM; B/PWD; B/THI (The feature does not use contrast agents); M/Color M ; B/Color

Doppler; H/Color DopplerIPWD; B/Power Doppler/PWD
Note 2: Tissue Harmonic Imaging Note 3: TDI Note 4: 3D Note 5: 40
Note 6: Small Organ: breast, thyroid, testes

Prescription Use __X AND/OR Over-Thie-Counter Use ___

(Part 21 CFR 8OI FSubpartD) (21 CER 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnosti c Devices (fOXgf E

Divison of Radiological Devices
Indications For Use office of in vitro Diagnostic Device Evaluation and Safety 3-2
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SonoScape Company LTD SSI-8000 Mobile Digital Color Doppler Ultrasound System

Diagnostic Ultrasound Indications for Use Form

Transducer: 2P1 Phase Array
Diagnostic Ultrasound Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation
General Specific Color Power Other* Other*

(TRACK I (TRACKS 1 & 3) B M PWD CWD Doppler (Amplitude) Combined Specify
ONL _________ Doppler

Ophthalmic Ophthalmic
Fetal Fetal
Imaging& ___ ________ _____

Other Abdominal N N N N N Note 1 Notes 2A4
Intra-operative Specify ___ ____ ______

Intra-operative Neuro
Laparosoopic
Pediatric
Small Organ (specify') ___

Neonatal Cephalic N N N N N N Note 1 Notes 2,3,4
Adult Cephalic N N N N N N Note 1 Notes 2,3,4
Trans-rectal
Trans-vaginal ___ ___ _____ ______

Trans-urethral
Trans-esoph.(non-Card) ___ ___________ _____ ______

Musculo-skeletal
(Conventional) ___ _____ ______ ______

Musculo-skeletal
(Superficial) ___ _____ ______ ______

Intravascular ___ _____ ______

Other (Ob/GYN) ___ ___________ ____________

Other (Urology) _____________

Cardiac Cardiac Adult N N N N N N Note 1 Notes 2,3,4
Cardiac Pediatric N N N N N N Note 1 -Notes 2,3,4
I ntravascular(Cardiac) I___ ___ _____

Trans-esoph.(Cardiac) _____________

Intra-cardiac _____

IOther (specify) ___ ___ __________________ ______

Peripheral Peripheral vessel __________________ ______

Vessel Other (specify) ______ ____ _____ ___________

N = new indication; P = previously cleared by FDA; E =added under this appendix

Note 1: Other Combined includes: B/M; B/PWD; 3/THI (The feature does not use contrast agents); M/Color M; B/Color
Doppler; B/Color Doppler/PWD;, B/Power Doppler/PWD

Note 2: Tissue Harmonic Imaging Note 3: TOI Note 4: 3D NoteS5: 4D
Note 6: Small Organ: breast, thyroid, testes

Prescription Use _X AIND/OR Over-Thie-Counter Use ___

(Part 21 CER 801 SubpartD) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Device (OIVD)

(oon siignM

Indiatios Fo UseDivision of Radiological Devices
IdctosFrUeoffice of in vitro Dignostic Device Evaluation and SafetY 3-3
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SonoScape Company LTD SSI-8000 Mobile Digital Color Doppler Ultrasound System

Diagnostic Ultrasound Indications for Use Form

Transducer: 5P1 Phase Array
Diagnostic Ultrasound Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application ___ Mode of Operation
General Specific Color Power Other* Other*

(TRACK 1 (TRACKS 1 & 3) B M PWD CWID Doppler (Amplitude) Combined Specify
ONLY) _____ Doppler

Ophthalmic Ophthalmic
Fetal Fetal
Imaging& _____________

Other Abdominal _____

Intra-operative Specify ___ ________ _____

Intra-operative Neuro
La pa ro sepie
Pediatric N N N ___ N N Note 1 Notes 2A4
Small Organ (specify) _______

Neonatal Cephalic N N N N N N Note 1 Notes 2,3,4
Adult Cephalic _________

Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph.(non-Card)
Musculo-skeletal
(Conventional)
Musculo-skeletal
(Superficial) ___ _____ ______

Intravascular _____

Other (Ob/GYN) ____ __________

___________Other (Urology) ____ ______

Cardiac Cardiac Adult
Cardiac Pediatric N N N N N N Note 1 Notes 2,3,4
Intravascular(Cardiac) ___

Trans-esoph.(Cardiac) ___ ___

Intra-cardiac
___________Other (specify) ___

Peripheral Peripheral vessel
Vessel Other (speciy ____ ___ ___________

N = new indication; P = previously cleared by FDA; E =added under this appendix
Note 1: Other Combined includes: B/M; BIPWD; B/THI (The feature does not use contrast agents); M/Golor M ; B/Color

Doppler; B/Color Doppler/PWD; B/Power Doppler/PWD
Note 2: Tissue Harmonic Imaging Note 3: TDI Note 4: 3D Note 5: 4D
Note 6: Small Organ: breast, thyroid, testes

Prescription Use X AND/OR Over-The-Counter Use ___

(Part 21 CER 80 1 SubpatD) (21 CER 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices(I

(iion sign-Of1)

Indications For Use office of In Vied Diagnostic Device Evaluation and SafelY 3-4
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SonoScape Company LTD SSI-8000 Mobile Digital Color Doppler Ultrasound System

Diagnostic Ultrasound Indications for Use Form

Transducer: 6V1 Micro-curved Array
Diagnostic Ultrasound Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application __ WID Mode of Operation _____

General Specific Color Power Other' Other*
(TRACK 1 (TRACKS I & 3) B M PWD CD Doppler (Amplitude) Combined Specify

ONLY) F____ Doppler _ ________

Ophthalmic Ophthalmic ___

Fetal Fetal
lmnaging& __________ __________

Other Abdominal
Intra-operative Specify
Intra-operative Neuro
Laparoscopic
Pediatric
Small Organ (specify)
Neonatal Cephalic ______

Adult Cephalic
Trans-rectal N N N N N Note 1 1Notes 2A4
Trans-vaginal N N N ____ N N Note 1 Notes 2,4
Trans-urethral
Trans-esoph.(non-Card)
Musculo-skeletal
(Conventional) _____ ______

Musculo-skeletal
(Superficial) ___ ______ ______

Intravascular ___

Other (Ob/GYN)
________Other (Urology) N N N ____ N N Note 1 Notes 2, 4

Cardiac Cardiac Adult
Cardiac Pediatric
lntravascular(Cardiac) _____ ______

Trans-esoph.(Cardiac) ___________ _____ ______

Intra-cardiac
Other (specify)

Peripheral Peripheral vessel
Vessel Other (specify) __________________

N = new indication; P = previously cleared by FDA; E added under this appendix
Note 1: Other Combined includes: BlM; B/PWD; B/THI (The feature does not use contrast agents); M/Color M ; B/Color

Doppler; B/Color Doppler/PWD; B/Power Doppler/PWD
Note 2: Tissue Harmonic Imaging Note 3: TDI Note 4: 3D NoteS:* 4D
Note 6: Small Organ: breast, thyroid, testes

Prescription Use ___IXAND/OIR Over-Thte-Counter Use ___

(Part 21 CER 801 SubpartD)) (21 CER 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Dirvisio Sign-oft)
kJS" IfRSogical Devics

Indications For Use Office of in Vitro Diagnostic Device Evaluation and Safty3-

510K-



SonoScape Company LTD SSI-8000 Mobile Digital Color Doppler Ultrasound System

Diagnostic Ultrasound Indications for Use Form
Transducer: 6V3 Micro-curved Array

Diagnostic Ultrasound Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application ____Mode of Operation ______

General Specific Color Power Other Other*
(TRACK 1 (TRACKS 1 & 3) B M PWD CWD Doppler (Amplitude) Comined Specify

ONLY) ___ ____ Doppler ____

Ophthalmic Ophthalmic _____

Fetal Fetal
Imaging& _____

Other Abdominal
Intra-oiperative Specify
Intra-operative Neuro
Laparoscopic ___

Pediatric
Small Organ (specify) _______

Neonatal Cephalic ___ ____ ______

Adult Cephalic ___ ___ _____ ______ ______ ______

Trans-rectal N N N ___ N N Note 1 Notes 2,4
Trans-vaginal N N N ___ N N Note 1 Notes 2,4
Trans-urethral
Trans-esoph.(non-Card) _______

Musculo-skeletal
(Conventional) ________________________ ______

Musculo-skeletal
(Superficial) ______________ ______

Intravascular ___________

Other (Ob/GYN)
________Other (Urology) N N N N N Note 1 -Notes 2, 4

Cardiac Cardiac Adult
Cardiac Pediatric ______

lntravascular(Cardiac) ____ ______

Trans-esoph.(Cardiac)
Intra-cardiac

____________ Other (specify)

N =new indication; P = previously cleared by FDA; E =added under this appendix

Note 1: Other Combined includes: B/M; B/PWD; B/THI (The feature does not use contrast agents); M/Color M ; B/Color
Doppler; B/Color Doppler/PWD; B/Power Doppler/PWD

Note 2: Tissue Harmonic Imaging Note 3: TOT Note 4: 3D Note 5: 4D
Note 6: Small Organ: breast, thyroid, testes

Prescription Use ___AX AND/OR Over-The-Counter Use ___

(Part 21 CFR 801 SubpartD) (21 CER 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of GDRH, Office of In Vitro Diagnostic Devices (OIVO)

(Divisir Sign-Off)
Indications For Use Dsonajof Filiological Devices 3-6

Office of in Vitto Dianomstic Device 8valuaton and Safety
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Diagnostic Ultrasound Indications for Use Form

Transducer: C611 Micro-curved Array

.Diagnostic Ultrasound Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinica [Application ___ Mode of Operation _____________

General Specific Color Power Other' Other*
(TRACK I (TRACKS I & 3) B M PWD CWD Doppler (Amplitude) Combined Specify

-ONLY) ___ ____ Doppler _ ___ _____

Ophthalmic Ophthalmic ___________________ _____

Fetal Fetal
Imaging& ___ ______________

Other Abdominal N IN N N N Note 1 Notes 24
Intra-loperative Specify ___

Intra-operative Neuro
Laparoscopic ___________ ______

Pediatric N IN N N N Note 1 Notes 2,4
Small Organ (specify') ___________ ___

Neonatal Cephalic N N IN N N N Note 1 -Notes 2,3,4
Adult Cephalic ___ ______

Trans-rectal
Trans-vaginal _______

Trans-urethralI
Trans-esoph.(non-Card) _____ ____________ ______

Musculo-skeletal
(Conventional) ___

Musculo-skeletal
(Superficial) ______ ______________ ______

Intravascular
Other (ObIGYN) ______ _____

Other (Urology) ___ ____________ ______

Cardiac Cardiac Adult _____ ____________

Cardiac Pediatric N N IN N N N Note 1 Notes 2,3,4
lntravascular(Cardiac) ______

Trans-esoph.(Cardiac) _____ ____ ______

Intra-cardiac ______

______________ Other (specify) ___ _____ ____ __ ______ ______

Prpheral Peripheral vessel
Vessel Other (specify) ______ _________________

N = new indication; P = previously cleared by FDA; E =added under this appendix
Note 1: Other Combined includes: B/M; B/PWD; B/TIi (The feature does not use contrast agents); M/Color M ;B/Color

Doppler; B/Color Doppler/PWD; B/Power Doppler/PWD
Note 2: Tissue Harmonic Imaging Note 3: TDI Note 4: 3D Note 5: 4D
Note 6: Small Organ: breast, thyroid, testes

Prescription Use ___X___- AND/OR Over-The-Counter Use ___

(Part 21 CFR 80 1 Sulbpart!D) (21 CFR 807SubpartC)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Indications For Use 3-8

t in Sign-Off)
DivsintfRaiolgial Devices

Office of in Vitro Diagnostic Device Evaluator and Safety
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SonoScape Company LTD S51-8000 Mobile Digital Color Doppler Ultrasound System

Diagnostic Ultrasound Indications for Use Form

Transducer: C362 Curved Array
Diagnostic Ultrasound Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application ___ ___ Mode of Opecration _____ ______

General Specific Color Power Other Other*
(TRACK 1 (TRACKS I & 3) B M PWD CWD Doppler (Amplitude) Combined Specify

ONLY) I_________________ Doppler ____ _____

Ophthalmic Ophthalmic
Fetal Fetal N N N N N Note 1 Notes 2,4
Imaging & __________________

Other Abdominal N N N N N Notel Notes 2,4
Intra-oiperative Specify ___ ______ _____ ______

Intra-aiperative Neuro
La pa ro sopic
Pediatric
Small Organ (specify) ___________ _____ ______

Neonatal Cephalic _____

Adult Cephalic _____ ______ ______ ______

Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph.(non-Card) _____

Musculo-skeletal
(Conventional) _________

Musculo-skeletal
(Superficia[) ___________ ______ ______

Intravascular
Other (Ob/GYN) N N N N N Notel Notes 2,4

________Other (Urology) N N N N N Note 1 Notes 2, 4
Cardiac Cardiac Adult

Cardiac Pediatric ___

Intravasoular(Cardiac) _____ ___________

Trans-esoph.4Cardliac) ______ ____________

Intra-cardliac ___________

____________ Other (specify) ________ _ ______ ______

P eripheral Peripheral vessel
Vessel Other (spei) __ ___

N = new Indication; P = previously cleared by FDA; E added under this appendix
Note 1: Other Combined includes: B/M; B/PWD; 8/THI (The feature does not use contr-ast agents); M/Color M ; B/Color

Doppler; B/Color Doppler/PWD; B/Power Doppler/PWD
Note 2: Tissue Harmonic Imaging Note 3: TDI Note 4: 3D Note 5: 4D
Note 6: Small Organ: breast, thyroid, testes

Prescription Use __X AND/OR Over-The-Counter Use ___

(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Device s 14D

DMtn Sign-ott)

Division of andilogical Devices
Indications For Use Office of in Vitro Diagnostic Device Evaluation and safety3-



SonoScape Company LTD SSI-8000 Mobile Digital Color Doppler Ultrasound System

Diagnostic Ultrasound Indications for Use Form

Transducer: C344 Curved Array
Diagnostic Ultrasound Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

- Clinical Application 
-___ ___ Mode of Operation ---- ____General Specific Color Power Other' Other-

(TRACK 1 (TRACKS 1 & 3) B M PWD CWD Doppler (Amplitude) Combined Specify
ONLY) I_________ I__ ___ Doppler ____ _____

Ophthalmic Ophthalmic __ _____

Fetal Fetal N N N N N Note 1 Notes 2, 4
Imaging& 

_____ __________

Other Abdominal N N N N N Note 1 Notes 2, 4
lntra-operative Specif
Intra-operative Neuro
Laparoscopic
Pediatric
Small Organ (specify)
Neonatal Cephalic
Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph.(non-Card) ___

Musculo-skeletal
(Conventional) ___________

Musculo-skeletal
(Superficial) _________

Intravascular
Other (Ob/GYN) N N N ___ N N Note 1 Notes 2, 4

__________Other (Urology) N N N ___ N N Note 1 Notes 2, 4
Cardiac Cardiac Adult

Cardiac Pediatric
lntravascular(Cardiac) _____

Trans-esoph.(Cardiae) ___ ____ ______

Intra-cardiac
______________ Other (specify) ___ ___ _________ __ ______ ______

[Peripheral Peripheral vessel T___ _____ ______

Vessel Other (pecify) _____________ ___________________

N = new indication; P = previously cleared by FDA; E added under this appendix
Note 1: Other Combined includes: B/M; B/PWD; B/THI (The feature does not use contrast agents); M/Color M; B/Color

Doppler; B/Color Doppler/PWD; B/Power Doppler/PWD
Note 2: Tissue Harmonic Imaging Note 3: TOI Note 4: 3D Note 5: 4D
Note 6: Small Organ: breast, thyroid, testes

Prescription Use _X AND/OR Over-The-Counter Use___
(Part 21 CFR 801 Subpart D) (21 CER 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH-, Office of In Vitro Diagnostic Devices (OIVD)

DiCini Radoloica Devtes

Indications For Use ofic of in vitro Diagnostic Device Evatuatton and Safety 3-10
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SonoScape Company LTD SSI-8000 Mobile Digital Color Doppler Ultrasound System

Diagnostic Ultrasound Indications for Use Form

Transducer: VC6-2 Curved Array
Diagnostic Ultrasound Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application ___ ___ Mode of Operation ______

General Specific Color Power Other* Other*
(TRAZCK I (TRACKS I & 3) B M PWD CWD Doppler (Amplitude) Combinedl Specify

ONLY) F__ Dopplear ____ _____

Ophthalmic Ophthalmic IFetal Fetal N N N N N Note 1 Notes 2A45
Imaging &
Other Abdominal IN N N N N Note 1 Notes 2,4,5

Intra-operative Specify ____ ______

Intra-operative Neuro
La pa rosco pic
Pediatric
Small Organ (specify)
Neonatal Cephalic,
Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph.(non-Card) _______

Musculo-skeletal
(Conventional) ___ ___________

Musculo-skeletal
(Superficial) _____ _____

Intravascular
Other (Ob/GYN) N N N ____ N N Note 1 -Notes 2A45

______________Other (Urology) ___ _________ ______

Cardiac Cardiac Adult
Cardiac Pediatric
Intravascular(Cardiac) __________

Trans-esoph.(Cardiac) __________

Intra-cardiac
S~~~~Other (specify) ____________

Peripheral Peripheral vesel
Vessel Oither( pecify) ___________________________

N = new indication; P = previously cleared by FDA; E =added under this appendix
Note 1: Other Combined includes: BlM; B/PWD; 8/THI (The feature does not use contrast agents); M/Color M ; B/Color

Doppler; B/Color Doppler/PWD; B/Power Doppler/PWD
Note 2: Tissue Harmonic Imaging Note 3: TOI Note4: 3D Note 5: 4D
Note 6: Small Organ: breast, thyroid, testes

Prescription Use __X_ AND/OR Over-Thie-Counter Use___
(Part 21 CER 801 uprD (21 CER 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

DiviioX RadilaDices
Indications For Use Office of in Vitro Diagnostic Device Evaluation and Safety 3-11
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SonoScape Company LTD SSI1-8000 Mobile Digital Color Doppler Ultrasound System

Diagnostic Ultrasound Indications for Use Form

Transducer: L743 Linear Array
Diagnostic Ultrasound Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application ___ ___ Mode of 0peration
General Specific MFColor Power Oter* Other*

(TRACK I (TRACKS 1 & 3) B M PWD CWD Doppler11;11 (Ampltude) Combined Specify
ONLY) _ _ _ _ _ _- -_ __ _ Doppler F_ _ _ _

Ophthalmnic Ophthalmic
Fetal Fetal
Imaging& _________ - - - _________

Other Abdominal
Intra-operative Specify _____

Intra-operative Neumo
Laparoscopic _____ ______

Pediatric
Small Organ (specify) N N N N N Note 1 Notes 2, 4
Neonatal Cephalic ______

Adult Cephalic _____ ______

Trans-rectal
Trans-vaginal
Trans-urethral
Tm n s-esoph.(non-Card)
Musculo-skeletal N N N N N Note 1 Notes 2, 4
(Conventional) ______________________

Musculo-skeletal N N N N N Note 1 Notes 2, 4
(Superficial) _____ ______ ______ ______

Intravascular
Other Ob /GYN)____

____________Other (Urology) _____ ______ ______

Cardiac Cardiac Adult
Cardiac Pediatric
lntravascular(Cardjac)
Trans-esoph.(Cardiac) ______

Intra-cardiac
___________Other (specify)I

Peripheral Peripheral vessel N N N N N Note 1 Notes 2, 4
Vessel Other (specify) I ___I ___I __I ___I

N = new indication; P = previously cleared by FDA; E =added under this appendix
Note 1: Other Combined includes: B/M; B/PWD; B/THI (The feature does not use contrast agents); M/Color M ; B/Color

Doppler; B/Color Doppler/PWD; B/Power Doppler/PWD
Note 2: Tissue Harmonic Imaging Note 3: TDI Note 4: 3D Note 5: 4D
Note 6: Small Organ: breast, thyroid, testes

Prescription Use _X_ AND/OR Over-The-Counter Use ___

(Part 21 CFR 80 1 Subpart D) (21 CER 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVO)

(DtSvisic gn-OWf
Divisionof Ra to ogical Devices

Indications For Use office of in Vitro Diagnostic Device Evaluiation and Safety 3-12
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SonoScape Company LTD SSI-.8000 Mobile Digital Color Doppler Ultrasound System

Diagnostic Ultrasound Indications for Use Form

Transducer: L741 Linear Array
Diagnostic Ultrasound Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application ___ Mode of Opieration ______

General Specific Color Power Other* Other"
(TRACK I (TRACKS I & 3) B M PWD CWD Doppler (Amplitude) Combined Specify

ONLY) _ _ _ _ _ _- - - _ Doppler _ _ _

Ophthalmic Ophthalmic
Petal Fetal
Imaging& _________- - - - ____ __________

Other Abdominal
Intra-operative Specify _________ ____________

lntra-operative Neuro
Laps rosco pit
Pediatric
Small Organ (specify) N N N N N Note 1 Notes 2, 4
Neonatal Cephalic ______

Adult Cephalic ___________

Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph.(non-Card)
Musculo-skeletal N N N N N Note I Notes 2, 4
(Conventional) _________________

Musculo-skeletal
(Superficial) _____ ______ ______ ______

Intravascular
Other (Ob/GYN)

______________Other (Urology) ____ ______

Cardiac Cardiac Adult
Cardiac Pediatric
lntravascular(Cardiac) _____ ____________

Trans-esoph.(Cardiac) __

I ntr-crdiac
Ohetr (specify) ___ ___

Prpheral IPeripheral vessel N N IN I I__ N N Note 1 1Notes 2, 4
Vessel IOther (specify) I ___ I___ I____I

N = new indication: P =previously cleared by FDA; E =added under this appendix
Note 1: Other Combined includes: B/M; B/PWD; B/THI (The feature does not use contrast agents); M/Color M ; B/Color

Doppler; B/Color Doppler/PWD; B/Power Doppler/PWD
Note 2: Tissue Harmonic Imaging Note 3: TDI Note 4: 3D Note 5: 4D
Note 6: Small Organ: breast, thyroid, testes

Prescription Use X AND/OR Over-The-Counter Use ___

(Part 21 CER 80 1 Subpart D) (21 CER 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

ision Sign-Of
Dviof Radiological Devices

Indications For Use Offie of in Vitro Diagnostic Device Evaluation and Safety 3-13
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SonoScape Company LTD SSI-8000 Mobile Digital Color Doppler Ultrasound System

Diagnostic Ultrasound Indications for Use Form

Transducer: L742 Linear Array
Diagnostic Ultrasound Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application ___ Mode of Operation _____________

General Specific Color Power Other* Other*
(TRACK I (TRACKS 1 & 3) B M PWD CWD floppier (Amplitude) Combined Specify

ONLY) Doppler _____ ____

Ophthalmic Ophthalmic
Fetal Fetal
Imaging& __________- -________________

Other Abdominal
Intra-oiperative Specify __________________

Intra-operative Neuro
Laparoscopic _____

Pediatric
Small Organ (specify) N N N N N Note 1 Notes 2, 4
Neonatal Cephalic
Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph.(non-Card)
Musculo-skeletal N N N N N Note 1 Notes 2, 4
(Conventional) _________

Musculo-skeletal N N N N N Note 1 Notes 2, 4
(Supericial) _____ ______ ______ ______

Intravascular
Other (Ob/GYN) ______________

____________Other (Urology) ___ ___________

Cardiac Cardiac Adult
Cardiac Pediatric
Intravascular Cardiac ____________________

Trans-esoph.(Cardiac) ___ ____ ______

Intra-cardiac
____________Other (specify) _____________

Peripheral Peripheral vessel N N N I I__ N N Note 1 1Notes 2, 4
Vessel Other (specify) I___ I___ I_____ I__________

N = new indication; P = previously cleared by FDA; E = added under this appendix
Note 1: Other Combined includes: B/M; B/PWD; B/TB! (The feature does not use contrast agents); M/Color M ; B/Color

Doppler; B/Color Doppler/P WD; B/Power Doppler/PWD
Note 2: Tissue Harmonic Imaging Note 3: TDI Note 4: 3D Note 5: 4D
Note 6: Small Organ: breast, thyroid, testes

Prescription Use _X AND/ORk Over-The-Counter Use ___

(Part 21 CER 801 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (QIVO)

iDivis sig n-off)
Division of Rt iological Devices

Indications For Use Office of In Vitro Diagnostic Device Evaluation and safety 3-14
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SonoScape Company LTD SSI-8000 Mobile Digital Color Doppler Ultrasound System

Diagnostic Ultrasound Indications for Use Form

Transducer: MPTEE Multi-plane Array
Diagnostic Ultrasound Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation _____________

G-den-eral Specific Color Power Other* Other*
(TRACK 1 (TRACKS I & 3) B IM PWD CWD Doppler (Amplitude) Combined SpecifyONY) - -Doppler 

_ __ _ _

Ophthalmic Ophthalmic
Fetal Fetal
lmnaging& 

______________________

Other Abdominal
Intra-operative Specify
Intra-o perative Neuro,
Laparosoopic
Pediatric0
Small Organ (specify
Neonatal Cephalic ___

Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph.(non-Card)
Musculo-skeletal
(Conventional) ______

Musculo-skeletal
(Superficial)___ _____

Intravascular

Othe (Ob G N __ _ _ _Oter (Uology) __ _____

Cardiac Cardiac Adult
Cardiac Pediatric
lntravascular(Cardiac) ___

Trans-esoph.(Cardiac) N N N N Note 1 Notes 2,3 4
Intra-cardiac _____

____________Other speciy)___
Peripheral Peripheral vessel
Vessel ,Other (specify) ___ ______________ ___________

N = new indication; P = previously cleared by FDA; E =added under this appendix
Note 1: Other Combined includes: B/M; B/PWD; B/THI (The feature does not use contrast agents); M/Color M ; B/Color

Doppler; B/Color Doppier/PWD; B/Power Doppler/PWD
Note 2: Tissue Harmonic Imaging Note 3: TDI Note 4: 3D Note 5: 4D
Note 6: Small Organ: breast, thyroid, testes

Prescription Use __X AND/OR Over-The-Counter Use ___

(Part 21 CER 801 FSubpartD) (21 CER 807 Subpart C)

(PLEASE DO NOT WRITE BELOW TIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDR-, Office of In Vitro Diagnostic Devices (OIVO)

Indications For Use OffioftInVro Dagotic~vice Evaluation and Safety 3-15
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SonoScape Company LTD SSI-8000 Mobile Digital Color Doppler Ultrasound System

Diagnostic Ultrasound Indications for Use Form

Transducer: MPTEE mini Multi-plane Array
Diagnostic Ultrasound Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

I Clinical Application Mode of Operation _____________General, Specific Color Pwr O er Other(TRAK (TRACKS I & 3) BM IPWD CWD Doppler (Ampolitude) Cmie pcf
ONLY) _ _ Doppler _____ ____

Ophthalmic Ophthalmic
Fetal Fetal
Imaging & ___________ - I____

Other Abdominal
Intra-operalive Specify
Intra-ciperative Neuro

-Laparoscopic
Pediatric
Small Organ (specify) _____

Neonatal Cephalic _____

Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph.(non-Card)
Musculo-skeletal
(Conventional)
Museulo-skeletal
(Superficial) 

______

Intravascular
Other (0b/YN) ___ ____ _____

____________Other (Urology) ____ ______

Cardiac Cardiac Adult
Cardiac Pediatric
lntravascular(Cardiac) ___ _________

Trans-esoph.(Cardiac) N N N N N N Note 1 Notes 2,3, 4
F______ Other (secify) I___ ______

Peripheral Peripheral vessel ____ ______

Vessel Other (specify)
N = new indication; P = previously cleared by FDA; E =added under this appendix
Note 1: Other Combined includes: B/M; B/PWD; 3/THI (The feature does not use contrast agents); M/Color M ;B/Color.Doppler; B/Color Doppler/P WD; B/Power Doppler/PWD
Note 2: Tissue Harmonic Imaging Note 3: TDI Note 4: 3D Note 5: 4D
Note 6: Small Organ: breast, thyroid, testes

Prescription Use __X_ AND/OR Over-The-Counter Use ___

(Part 21 CER 801 fSubpairt 0) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

(flhDiv~ei Si Q/o"
Dionl. of Iollogion Dev.c.s

Indications For Use Office of In Vitro Diagnostic Device Evaluaton and Safety 3-16
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